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DETAILED ACTION 

This Office Action is in response to the Amendment filed February 29, 2008. All 
previous rejections have been withdrawn unless stated below. 

The text of those sections of Title 35, U.S. Code not included in this action can 
be found in a prior Office action. 

Claims 

Claim Rejections - 35 USC § 102 - Anticipation (Previous Rejection) 

1) Claims 15-21 are rejected under 35 U.S.C. 102(b) as being anticipated by 
Busciglio (US 4,748,022). 

Applicant's Arguments 

Applicant has amended the claims to recite the pH of the compositions are about 
3.0 to 7.5. Applicant argues the reference disclose the in contrast Busciglio require a pH 
of 8-9. This argument is not persuasive. 

Examiner's Response 

The term "about" permits some tolerance. See, for example, In re Avers , 69 
USPQ 109 (CCPA 1946), where "at least about 10%" was held to be anticipated by a 
teaching of a content "not to exceed about 8%." Furthermore, where close prior art 
exists, the normally definite term "about" can become indefinite, with Applicant bearing 
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the burden of establishing that the term is sufficiently clear to avoid such art. See 
specifically Amqen v. Chuqai , 927 F2d. 1200 (Fed. Cir. 1991). Applicant does not 
appear to show or argue the difference between about 7.5 as recited in the claims and 8 
as recited in the reference. Therefore the rejection is maintained. 

Claim Rejections - 35 USC § 103 - Obviousness (Previous Rejection) 

Claims 15-34 were rejected under 35 U.S.C. 103(a) as being unpatentable over 
Thut et al. (US 5,505,922). The rejection is maintained in regards to claims 15-20 and 
22-34. 

Applicant's Arguments 

Applicant argues a particular parameter must first be recognized as a result- 
effective variable. The reference fails to teach or suggest using a combination of any 
amide-type local anesthetic and any antihistamine-like anesthetic such as benadryl. The 
various types of local anesthetics mentioned in the preceding sentences is not more 
than a boilerplate statement which neither teaches nor suggests the combination or any 
advantages associated with the combination. None of the claims in the reference 
mention an antihistamine-like anesthetic such as benadryl, which indicates that these 
anesthetics are not particularly preferred. Thut provides no motivation to combine these 
two components or optimize the ratios. Applicants also disagree with the allegation that 
there is a well known relationship between isotonicity of a composition and the ability of 
the compositions to diffuse into a patient's system. This argument is not persuasive. 
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Examiner's Response 

In regards to the ratio, the claims read on a 1:1 ratio of anesthetic and the 
antihistamine. The term "mixtures" is generally understood to be 1 :1 . In regards to there 
is no suggestion of providing a mixture of the recited components. The mere mention of 
mixing anesthetics and the naming of benadryl specifically suggest mixing benadryl with 
a local anesthetic or another anesthetic, even if it is considered by Applicant a 
boilerplate statement. Furthermore the instant claims recite anesthetic and 
antihistamine generally. Also benadryl is the only example of an antihistamine 
anesthetic disclosed further supporting the addition of benadryl with another anesthetic. 
In regards to the relationship between isotonicity of a composition and the ability of the 
compositions to diffuse into a patient's system, an isotonic agent is a component that 
controls osmotic pressure 1 . Osmotic pressure controls absorption of the drug 2 . This 
shows a relationship between isotonicity and the ability of the composition to diffuse into 
the patient's system because by controlling isotonicity, one controls osmotic pressure 
which controls absorption of the drug. 

Claim Rejections - 35 USC § 103 - Obviousness (New Rejection) 

1 ) Claims 1 5-20 are rejected under 35 U.S.C. 1 03(a) as being unpatentable over 
Takeuchiet al. (US 5,624,962). 



1 Haraguchi et al. 6,008,256, col. 6, lines 28-44. 
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Takeuchi et al. disclose drug compositions having the property of reversible 
thermosetting gelation that may be used in the oral cavity. The compositions may 
comprise drugs including anesthetics, antihistamines and mixtures thereof. Anesthetics 
include lidocaine hydrochloride and antihistamines include diphenhydramine 
hydrochloride (claims 2-3). The pH the compositions may range from 3 to 10 (see 
Abstract). The reference differs from the instant claims insofar as it does not disclose 
the ratio of local anesthetic and an antihistamine when used in a composition together. 

The claims read on a 1 :1 ratio of anesthetic and the antihistamine. The term 
"mixtures" is generally understood to be 1:1. lin any case, normally, changes in result 
effective variables are not patentable where the difference involved is one of degree, 
not of kind; experimentation to find workable conditions generally involves the 
application of no more than routine skill in the art. See MPEP 2144.05, II. It would have 
been obvious to one of ordinary skill in the art to have added the two components in a 
1 :1 ratio or adjusted the amounts accordingly motivated by the desire to deliver the 
agents to obtain optimal efficacy to treat the targeted disease or condition, as supported 
by the MPEP. 

Claims 15-20 and 22-34 are rejected. 
No claims allowed. 

Conclusion 



2 Nishibe et al. US 2003/000801 9, paragraph 001 1 . 
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Applicant's amendment necessitated the new ground(s) of rejection presented in 
this Office action. Accordingly, THIS ACTION IS MADE FINAL. See MPEP 
§ 706.07(a). Applicant is reminded of the extension of time policy as set forth in 37 
CFR 1.136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within 
TWO MONTHS of the mailing date of this final action and the advisory action is not 
mailed until after the end of the THREE-MONTH shortened statutory period, then the 
shortened statutory period will expire on the date the advisory action is mailed, and any 
extension fee pursuant to 37 CFR 1 .136(a) will be calculated from the mailing date of 
the advisory action. In no event, however, will the statutory period for reply expire later 
than SIX MONTHS from the date of this final action. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to LEZAH W. ROBERTS whose telephone number is 
(571 )272-1 071 . The examiner can normally be reached on 8:30 - 5:00. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Frederick F. Krass can be reached on 571-272-0580. The fax phone 
number for the organization where this application or proceeding is assigned is 571- 
273-8300. 
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Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

/Lezah W Roberts/ 
Examiner, Art Unit 1612 



/Frederick Krass/ 

Supervisory Patent Examiner, Art Unit 1612 



